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DETAILED ACTION 
Claim Objections 

Claim 1 is objected to because of the following informalities: In the present instance, 
claim 1 recites "in an amount sufficient to increase levels of leptin" followed by another 
recitation "in an amount sufficient to alleviate said condition". The recitation seems to be 
redundant unnecessarily. Amendment to the claim 1, it is suggested that changing the said 
recitation to "in an amount sufficient to increase levels of leptin and to alleviate said condition" 
would obviate this objection. Appropriate correction is required. 

Claims 8-11 are objected to because of the following informalities: Each claim recites the 
phrase "comprising administering said nicotinic acid or nicotinic acid ester is administered 
"which is grammatically awkward. Applicant is respectfully suggested to replace" comprising 
administering" to "wherein" to obviate this objection. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogeh 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 
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Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1-12 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-5 of U.S. Patent No. 6,750,234. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because both 
are directed to a method of increasing leptin levels and alleviating a condition alleviatable by 
increasing leptin levels by administering nicotinic acid or a nicotinic acid ester. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

1) Claims 1-6, 9 and 12 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Scivoletto (WO 98/52927). 

The claims 1-6, 9 and 12 are directed to a method of increasing leptin levels using an 
effective amount of nicotinic acid or its ester wherein the said amount should be sufficient to 
increase leptin levels and to alleviate a condition alleviatable by increased leptin levels. 

Scivoletto teaches a pharmaceutical composition comprising a therapeutically effective 
amount of nicotinic acid or its derivatives (e.g., nicotinic esters, nicotinamide) to treat skin 
conditions(e.g., burns, acne, etc) when the composition is applied topically, see abstract. With 
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respect to the calims 4-6, Scivoletto exemplifies methyl nicotinate (nicotinic acid ester with 1 
carbon atom containing unsubstituted alkyl chain) in the patented composition, see pages 3-4. 
Thus, all the recited limitations required by claims 4-6 are taught. The skin condition (e.g., burns, 
acne) taught in Scivoletto is skin wound (the interruption of continuity of any body tissues) and 
thus, Scivoletto teaches the recited limitation required in claim 12. (i.e., skin wound). 

Although Scivoletto is silent about the recited limitation (i.e. increasing leptin level ), 
modulation of leptin level is an underlying biological mechanism wherein the increased leptin 
levels are naturally occurring and achieved when the nicotinic acid or its ester is applied to treat 
skin wounds (e.g. burns or acne). Thus, this said biological mechanism(i.e, increasing leptin 
level) via administering an effective amount of nicotinic acid or its esters for treating skin 
wounds, is considered to be inherent feature and the claims are anticipated. 

2) Claims 1-7, 9 and 12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Warshaw et. al (US 5,240,945). 

Warshaw et al teach nicotinic acid esters containing 7-12 carbon atoms (nicotinic acid 
has 6 carbon atoms) used in acne treatment. For example, topical hexyl nicotinate which contains 
12 carbon atoms, improves rapidly and effectively lesions associated with acne conditions, see 
abstract and column 1, lines 22-45. 

It is noted again that the recited limitation (i.e. increasing leptin level) recited in claim 1 
is an inherent feature which is naturally occurring and the increased leptin levels are achieved 
when a composition comprising a therapeutically effective amount of nicotinic acid ester 
containing 12 carbons is applied to treat the skin wounds (e.g., acne). 
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3) Claims 1-9 and 12 are rejected under 35 U.S.C. 102(b) as being anticipated by Bernstein 
(US 4,505,896). 

Bernstein teaches the use (i.e., treating acne) of nicotinic acid or nicotinamide via oral or 
topical administration used in the acne treatment, see abstract and examples at columns 2-3. 
Regarding claims 4-7, nicotinic acid has 6 carbon atoms. As mentioned earlier, the recited 
limitation (i.e., increasing leptin level ) as recited in claim 1 is an inherent feature which is 
naturally occurring and the increased leptin levels are achieved when a composition comprising a 
therapeutically effective amount of nicotinic acid is administered orally or topically to treat the 
said skin wound (e.g., acne). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 10-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over Scivoletto 
(WO 98/52927). 

As mentioned in the 102 rejection above {supra), Scivoletto teaches that nicotinic acid or 
nicotinic acid derivatives such as nicotinic acid esters is used effectively in the treatment of skin 
wound (e.g., burns or acne). 
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Although Scivoletto teaches nicotinic acid or nicotinic acid esters, Scivoletto fails to 
mention a combination of nicotinic acid and at least one nicotinic ester, or a mixture of more 
than one nicotinic acid esters required by the instant claim 10 and 11, respectively. 

However, the minor variations including the selection of optimal mixture among the 
effective species in order to determine the most effective treatment is well within the purview of 
the skilled artisan, and is obvious. One would have been motivated to make such modification 
(i.e., to substitute nicotinic acid, nicotinamide or nicotinic acid ester with a mixture of nicotinic 
acid and nicotinic acid esters, or a mixture of more than one nicotinic acid esters) because the 
mixture of different compounds would have counteracted the undesired side effect while 
maintaining the therapeutic efficacy. Modification of the pure nicotinic acid molecules is well 
known in the art, resulting in various derivatives thereof (e.g. nicotinamide, nicotinic esters such 
as methyl nicotinate) in order to reduce the side effects. Because each compound has different 
chemical properties (e.g., polarity, solubility, different degree of efficacy due to different 
reactivity against receptors), the efficacy would be beneficially modified when they mix these 
compounds. Thus one would have motivate to use the mixture of these compounds to maximize 
the therapeutic effectiveness with reasonable expectation of success because each compound has 
been known to be effective species for treating skin wounds(e.g., acne). 

One would have been motivated to combine these references and make the modification 
because they are drawn to the same technical field (constituted with same (or similar) ingredients 
and share common utilities), and pertinent to the problem which with which the application is 
concerned. See MPEP § 2141.01(a). 

Conclusion 
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No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy A. Lewis whose telephone number is 571-272-9032. The 
examiner can normally be reached on Monday-Friday 9am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571 -272-071 8. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Amy A. Lewis 




ARDIN H. MARSCHEL 

SUPERVISORY PATENT EXAMINER 



